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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 07 June 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 7-36 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) E3 Claim(s) 1-36 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 



Withdrawal of Objections and Rejections 

1 . The rejections and/or objections made in the prior office action mailed 07 March 2006, 
which are not explicitly stated below, in original or modified form are withdrawn. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. Applicants' arguments filed 07 June 2006 will be addressed to the 
extent that they pertain to the present grounds of rejection. 

Claims 1-36 are pending and under consideration. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

3. (Maintained) Claims 1-6, 8-18, 20-24, 26, 28, and 33-36 remain rejected under 35 
U.S.C. 102(b) as being anticipated by US 6,107,497 ('497) (previously cited). The Applicants 
have made the same arguments regarding the '497 reference; therefore, the Examiner is 
reiterating the arguments made in the previous office action. In those arguments, Applicants are 
focusing two alleged limitations of the instant claims; first, "enhancing uptake" and second 
"avoiding an increase in immune response". Both issues were previously addressed and they are 
reiterated herein. 
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The '497 patent teaches calcitonin complexed with diketopiperazine (DKP) for delivery 
to pulmonary tissues for increased transport (or what applicants refer to as enhanced uptake) of 
the active agents across the membranes of the pulmonary tissues. Calcitonin is taught by the 
instant claims (claim 6, for example) in complex with DKP for delivery to pulmonary tissues. 
The '497 patent teaches the calcitonin encapsulated with the DKP microparticles. DKP is a 
transport enhancer and as being part of the administered compounds of the '497 patent, the DKP 
would inherently increase the transport of the compound of the '497 patent, since the compound 
of the '497 patent is a claimed compound of the instant application. The '497 compound meets 
the physical characteristics as put forth in the instant claims. The instant claims require that the 
components be complexed which is the case in the '497 patent. For example, the instant 
application doesn't require a covalent binding between the active agent and the DKP for the 
complex to be formed. Therefore, the compounds of the '497 patent are no different than the 
instantly claimed compounds with regards to scope and therefor the '497 compounds anticipate 
the instantly claimed inventions. With regards to the immune response, the '497 patent only 
addresses the issue of intentionally increasing the immune response when there is an antigen 
involved as the active agent. There is no mention of immunological issues outside of that 
specific arrangement of components in that one possible composition (column 9). Therefore, it 
is inferred that there are not particular concerns with immunological responses in the '497 patent 
when one of skill in the art is using the calcitonin/DKP compound of '497 which is also instantly 
claimed. The '497 patent clearly teaches an oral administration of the compound (see column 
10). Applicants' claim that the element of enhanced uptake is not addressed by this application, 
and that the rejection based on inherency is not sufficient since it is well established that the 
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mere possibility something may occur is not sufficient. In addressing this argument, the 
examiner would like to clarify that the phrasing of the claim language is "enhancing transport". 
As stated above the compound taught in '497 is the compound as instantly claimed. The '497 
compound is calcitonin encapsulated by DKP microparticles for transport to pulmonary tissues 
via inhalation or oral administration. If the same compound is taught and used as instantly 
claimed, then inherently, the compounds would share the same bio-effecting characteristics. The 
fact that a certain result or characteristic may occur or be present in the prior art is not sufficient 
to establish the inherency of that result or characteristic. In re Rijckaert, 9 F.3d 1531, 1534, 28 
USPQ2d 1955, 1957 (Fed. Cir. 1993) (reversed rejection because inherency was based on what 
would result due to optimization of conditions, not what was necessarily present in the prior art); 
In re Oelrich, 666 F.2d 578, 581-82, 212 USPQ 323, 326 (CCPA 1981). "To establish inherency, 
the extrinsic evidence must make clear that the missing descriptive matter is necessarily present 
in the thing described in the reference, and that it would be so recognized by persons of ordinary 
skill." The rejection is not based on a mere probability or possibility that a particular result could 
happen. The rejection is not based on what would result due to optimization of conditions. The 
rejection is based on the fact that the method steps are the same including the compound as 
instantly claimed. One of ordinary skill in the art would see that the two compounds of the '497 
and the instant claims, respectively, would inherently have the same characteristics. The '497 
patent teaches the instantly claimed method steps and compounds used therein; therefore, the 
claims are anticipated. Despite the argument that the lungs are lined with a mucosa lining, it is 
noted that anything passing into the lungs would initially contact the lining, however, this does 
not serve as stopping point for the encapsulated compound in reaching the pulmonary tissue via 
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the membrane transport. The oral administration as taught by the '497 patent would not 
necessarily be inhaled as the powder would be. Additionally, the instant specification teaches 
the same preferred embodiment of inhalation of the compound (see specification at page 1 1) 
wherein the compound would necessarily contact the mucosa lining of the lungs as is correctly 
pointed out by the applicants' response. 

Regarding the amendment of "administering the complex. . .resulting in substantially no 
increase in immune response", the amended limitation is addressed by the method of using 
claims in '497 and in the '497 specification. As stated above, with regards to immunological 
responses in the administration, it is inferred that unless an antigen is being administered as 
taught by the reference, there is no issue of immunological response in the administration of the 
invention of '497. Therefore, the invention of '497 has no immune response issues unless an 
antigen is utilized in the invention. 

Regarding the claim 3 amendment requiring DKP coated with synthetic or natural 
polymers, this is addressed in the '497 reference at column 6. 

Therefore, the rejection is maintained. 
4. (Maintained) Rejection of Claims 1-2, 4-10 and 13-36 under 35 U.S.C. 102(e) as being 
anticipated by US 6,652,885 B2 ('885) (cited in the previous office action) is maintained. The 
'885 patent teaches DKP/insulin compounds encapsulated with DKP microparticles for 
pulmonary membrane transport wherein DKP is a known transport enhancer. Administration 
can be via inhalation or oral, among others. The instant specification and claims teach the same 
compound as taught by the '885 patent. As argued above, this compound would necessarily 
have the same characteristics of bioactivity, i.e. transport enhancement, size, weight, etc... 
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Claim Rejections - 35 USC §103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. (Maintained) Claims 1-36 remain rejected under 35 U.S.C. 103(a) as being unpatentable 
over '497 in combination with '885 (both cited above and in the previous office action). In view 
of the above rejections and analysis, both references teach compounds comprising an active 
agent encapsulated by DKP microparticles for administration for active targeting of pulmonary 
tissue targeting wherein the compounds maybe administered via inhalation or orally. The 
compounds and methods are taught in the '497 and '885. One of ordinary skill in the art would 
expect success of the methods taught in '497 and '885. Therefore, one of ordinary skill would be 
motivated to use the instantly claimed methods because it is obvious in the teachings of the prior 
art, i.e. '497 and '885, which the methods work for the claimed purposes. It would have been 
obvious to one skilled in the art at the time of invention to determine all operable and optimum 
component ratios, doses, rates of administration, etc. . . for the claimed composition of the instant 
application, because the component ratios, doses, rates of administration, etc. .. are an art- 
recognized result-effective variable that is routinely determined and optimized in the 
composition/pharmaceutical arts. 

As stated in the above 35 USC 102 rejections, the references clearly teach the instantly 
claimed uses of DKP encapsulated compounds in drug delivery. Again, drug delivery and 
immune responses were addressed above (see '497 and '885 rejections under 35 USC 102). The 
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instantly claimed methods would have been obvious because the compositions and their uses are 
taught by the combined references. 

Claim Rejections - 35 USC § 112 

7. The following is a quotation of the second paragraph of 35 U.S.C 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

8. (New) Claims 1-36 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

(New) Claim 1 is indefinite wherein the claim recites, "administering", but fails to give 
the metes and bounds of the term. It is unclear as to whether the administration is to in vivo or in 
vitro methods. 

(New) Claim 24 recites the limitation "the composition" in line 1 . There is insufficient 
antecedent basis for this limitation in the claim. Neither claim 14 nor claim 1, from which claim 
24 is derived, possesses the "composition" term. 

(New) Claim 28 is indefinite for the recitation of "contacting steps" wherein it is unclear 
as to what is being contacted with what, in what and where. 

(New) Claims 2-23, 25-27 and 29-36 are rejected for depending from indefinite claims. 

Conclusion 

9. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to B. Dell Chism, whose telephone number is (571) 272-0962. The 
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examiner can normally be reached on M-F 08:30 AM - 5:00 PM. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia Tsang can be reached 
on (571)272-0562. 

The fax phone number for the organization where this application or proceeding is 
assigned is (571) 273-8300. Information regarding the status of an application may be obtained 
from the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions 
on access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866-217- 
9197 (toll-free). 



*** 



B. Dell Chism 
Primary Patent Examiner 
Technology Center 1600 




